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1 of a supply of medications, not to exceed a 72-hour supply, in 

2 paper envelopes or other more suitable containers for use by a 

3 patient temporarily leaving the facility at times when the 

4 facility's pharmacy is closed or cannot supply the needed 

medication in a tim~ly manner. A container may hold only one 

6 medication. A label on the container shall include the date, 

7 the patient's name, the facility, the name of the medication, 

8 its strength, dose, and time of administration, and the initials 

9 of the person preparing the medication and label. 

Subp. 2. Maintenance of documents. Pharmaceutical service 

11 policies shall cover at least the following measures related to 

12 the maintenance of documents. 

13 A. The pharmacist-in-charge shall maintain at least 

14 the following written documents: 

[For text of subitems (1) to (9), see M.R.] 

16 (10) records of withdrawals by nonpharmacists of 

17 prepackaged drugs from the pharmacy or drug room, as permitted 

18 under subpart 1, item D and part 6800.7530, for two years. 

19 B. The following documents relative to pharmaceutical 

services shall also be maintained: 

21 [For text of subitems (1) to (3), see M.R.] 

22 (4) copies of current staffing patterns and 

23 weekly work schedules for two years; 

24 (5) receipted invoices for drugs, chemicals, and 

pharmaceutical service supplies purchased and received over the 

26 immediately preceding two years; and 

27 (6) any agreement or contract between an 

28 off-premises pharmacy and the hospital. 

29 6800.7530 MAINTAINING SECURITY AND EMERGENCY ACCESS. 

[For text of subps 1 and 2, see M.R.] 

31 Subp. 3. Emergencies. For purposes of withdrawing limited 

32 doses of drugs for administration to inpatients in emergencies 

33 when the pharmacy is closed, a designated registered nurse may 

34 make emergency withdrawal of a dose required by a patient. Only 

a designated registered nurse in any given shift may have 
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1 emergency access. 

2 The person withdrawing from a bulk stock container the 

3 limited doses for administration shall leave in the pharmacy, on 

4 a form developed by the pharmacy, a record of the drugs 

5 withdrawn showing the patient's name, the name of the drug and 

6 dose prescribed, drug strength, the amount taken, the time and 

7 date, and the signature of nurse withdrawing drug. 

8 The person withdrawing the drug from a bulk stock container 

9 or unit dose packaging bin shall place upon the record of 

10 withdrawal the container from which the limited doses were taken
 

11 so that the withdrawal may be verified by the pharmacist.
 

12 [For text of subp 4, see M.R.]
 

13 6800.7900 LABELING.
 

14 [For text of subpart 1, see M.R.]
 

15 Subp. 2. Inpatient prescriptions. All prescriptions
 

16 dispensed to inpatients, other than those dispensed pursuant to
 

17 part 6800.3750, shall be labeled with the following information:
 

18 A. name and-%oeae~on of patient;
 

19 B. name of drug;
 

20 C. route of administration of drug when necessary for
 

21 clarification;.
 

22 D. strength of drug;
 

23 E. auxiliary labels as needed;
 

24 F. expiration date, if applicable; and
 

25 G. date dispensed.
 

26 [For text of subp 3, see M.R.]
 

27 Subp. 4. Supplemental label. Whenever a drug is added to
 

28 a parenteral solution, a distinctive supplemental label shall be
 

29 firmly affixed to the container. The supplemental label should
 

30 be placed to permit visual inspection of the infusion contents
 

31 and to allow the name, type of solution, and lot number on the
 

32 manufacturer's label to be read.
 

33 Subp. 5. Intravenous admixtures. Intravenous admixtures
 

34 must be labeled with the following information:
 

35 [For text of items A and a, see M.R.]
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1 C. bottle sequence number or other control number
 

2
 system, if appropriate: 

3 (For text of item 0, see M.R.] 

4 E. infusion or administration rate, if appropriate: 

5 F. storage requirements if other than room 

6 temperature: 

G. identity of the pharmacist preparing or certifying 

8 the admixture: 

9 H. date and time of administration: 

10 I. expiration date and date and time of compounding:
 

11 and
 

12 J. ancillary precaution labels.
 

13 [For text of subp 6, see M.R.]
 

7 

14 6800.7950 EXTENSION OF PHARMACY SERVICES UNDER LICENSE.
 

15 A licensed pharmacy in a hospital may utilize additional
 

16 locations within the hospital in conformity with part 6800.0800,
 

17 subpart 3, without the necessity of securing additional licenses
 

18 provided, however, that the pharmacist-in-charge of the hospital
 

19 pharmacy informs the board of the location of each satellite and
 

20 assumes professional responsibility, in accordance with parts
 

21 6800.2400 and 6800.3850, for the practice of pharmacy and for
 

22 staffing in each additional location.
 

23 OPERATION OF
 

24 PARENTERAL-ENTERAL/HOME HEALTH CARE PHARMACIES
 

25 6800.8000 SCOPE AND PURPOSE.
 

26 The purpose of parts 6800.8000 to 6800.8008 is to provide
 

27 standards for the preparation, labeling, and distribution of
 

28 sterile products by licensed parenteral-enteral/home health care
 

29 pharmacies pursuant to an order or prescription. The standards
 

30 are intended to apply to sterile products compounded by the
 

31 pharmacist, notwi~hstanding the location of the patient, such as
 

32 a private home, nursing home, hospice, or doctor's office.
 

33 6800.8001 POLICY AND PROCEDURES MANUAL.
 

34 To obtain a pharmacy license as a parenteral-enteral home
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1 health care pharmacy a policy and procedures manual relatir.g to
 

2 sterile products shall be available for inspection at the
 

3 pharmacy. The manual shall be reviewed and revised on an annual
 

4 basis. The manual shall include the policy and procedures for:
 

5 A. clinical services:
 

6 B. cytotoxics handling, storage, and disposal:
 

7 c. disposal of unused supplies and medications:
 

8 D. drug destruction and returns:
 

9 E. drug dispensing:
 

10 F. drug labeling and relabeling: 

11 G. drug storage: 

12 H. duties and qualifications for professional and 

13 nonprofessional staff: 

14 Ie equipment: 

15 J. handling of infeccious wastes: 

16 K. infusion devices and drug delivery systems: 

17 L. investigational drugs: 

18 M. obtaining a protocol on investigational drugs from 

19 the principal investigator: 

20 N. public safety: 

21 o. quality assurance procedures, including: 

22 (1) recall procedures: 

23 (2) storage and dating: 

24 (3) educational procedures for professional 

25 staff, nonprofessional staff, and patients: 

26 (4) sterile procedures including a log of the 

27 temperature of the refrigerator, routine maintenance, and report 

28 of hood certification: and 

29 (5) sterility testing of the product: 

30 P. record keeping: 

31 Q. reference materials: 

32 R. sanitation: 

33 S. security; 

34 T. sterile product preparation procedures: and 

35 U. transportation. 
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1 6800.8002 PHYSICAL REQUIREMENTS. 

2 Subpart 1. Space. The pharmacy licensed under parts 

3 6800.8000 to 6800.8008 shall have a designated area with entry 

4 restricted ~o aesignated persor.nel for preparing compounded, 

sterile parenteral products. The area shall be structurally 

6 isolated from other areas, with restricted entry or access, and 

7 must be designed to avoid unnecessary traffic and air flow 

8 disturbances from activity within the controlled facility. The 

9 area shall be used only for the preparation of parenteral or 

enteral specialty products. It shall be of sufficient size to 

11 accommodate a laminar air flow hood and to provide for the 

12 proper storage of drugs and supplies under appropriate 

13 conditions of temperature, light, moisture, sanitation, 

14 ventilation, and security. 

Subp. 2. Equipment. The licensed pharmacy preparing 

16 sterile parenteral products shall have equipment as required by 

17 part 6800.1050. 

18 Subp. 3. Time for compliance. Licensed pharmacies 

19 providing services to parenteral-enteral home health care 

patients on the effective date of this part shall have 90 days 

21 to comply with subparts 1 and 2. 

22 6800.8003 PERSONNEL. 

23 Subpart 1. Pharmacist-in-charge. In addition to the 

24 pharmacist-in-charqe requirements of part 6800.2400, the section 

of the pharmacy providing home health care pharmacy services 

26 must be managed by a pharmacist licensed to practice pharmacy in 

27 Minnesota who is knowledgeable in the specialized functions of 

28 preparing and dispensing compounded, sterile parenteral 

29 products, including the principles of aseptic technique and 

quality assurance. The knowledge is usually obtained through 

31 residency training programs, continuing education programs, or 

32 experience in an intravenous admixture facility. The 

33 pharmacist-in-charge is responsible for the purchasing, storage, 

34 compounding, repackaging, dispensing, and distr:b~1tion of drugs 

and pharmaceuticals and ~or the development and continuing 
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1 review of policies and procedures, training manuals, and quality
 

2 assurance programs. The pharmacist-in-charge may be assisted by
 

3 additional pharmacists adequately trained in this area of
 

4 practice. 

Subp. 2. Supportive personnel. The pharmacist managing
 

6 the section of the pharmacy providing home health care pharmacy
 

7 services may be assisted by supportive personnel. The personnel
 

8 must have specialized training in the field and must work under
 

9 the immediate supervision of a licensed pharmacist. The
 

training provided to the personnel must be described in writing 

11 in a training manual. Their duties and responsibilities must be 

12 consistent with their training and experience and must r~main in 

13 conformity with the requirements of part 6800.3850. 

14 Subp. 3. Staffing. A pharmacist must be accessible at all 

times to respond to patients' and other health profession~ls' 

16 questions and needs. 

17 6800.8004 DRUG DISTRIBUTION AND CONTROL. 

18 Subpart 1. General. This part governs the mechanism by 

19 which a physician's prescription is executed, f~om the time the 

drug is ordered and received in the pharmacy to the time the 

21 prescribed drug is dispensed to the patient. 

22 Subp. 2. Prescription. The pharmacist, or 

23 pharmacis'-intern acting under the immediate supervision of a 

24 pharmacist, must receive a "~itten or oral prescription from a 

physician before dispensing any compounded, sterile parenteral 

26 product. Prescriptions must be filed as required by law or 

27 rules of the board. 

28 Subp. 3. Labeling. Each compounded intravenous admixture 

29 product must be labeled in accordance with part 6800.3450. 

Subp. 4. Delivery. The pharmacist-in-charge shall assure 

31 the environmental control of all products shipped as follows: 

32 A. compounded, sterile pharmaceuticals must be 

33 shipped or delivered to a patient in appropriate 

34 temperature-controlled delivery containers, as defined by United 

States Pharmacopeia standards, and stored appropriately in the 
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1 patient's home: and
 

2
 B. chain of possession for the delivery of Schedule 

3 II controlled substances via courier must be documented, and a 

4 receipt obtained. 

5 6800.8005 CYTOTOXIC AGENTS. 

6 Licensed pharmacies that prepare cytotoxic drugs must 

7 comply with the requirements in items A to F in addition to the 

8 requirements in parts 6800.8000 to 6800.8004. 

9 A. Cytotoxic drugs shall be compounded in a vertical 

10 flow, Class II, biological safety cabinet.
 

11 B. Protective apparel, such as disposable masks,
 

12 gloves, ~nd gowns with tight cuffs, shall be worn by personnel
 

13 compounding cytotoxic drugs.
 

14 C. Appropriate safety and containment techniques for
 

15 compounding cytotoxic drugs shall be used in conjunction with
 

16 the aseptic techniques required for preparing sterile products.
 

17 D.Disposal of cytotoxic waste shall comply with all
 

18 applicable local, state, and federal requirements.
 

19 E. Written procedures for handling both major and
 

20 minor spills of cytotoxic agents must be developed and must be
 

21 included in the policy and procedures manual.
 

22 F. Prepared doses of cytotoxic drugs must be
 

23 dispensed and shipped in a manner that will minimize the risk of
 

24 accidental rupture 'of the primary container.
 

25 6800.8006 DRUG USE REVIEW.
 

26 Systematic processes of drug use review must be designed,
 

27 followed, and documented to assure that appropriate patient
 

28 outcomes occur from drug therapy on an ongoing basis.
 

29 6800.8007 PATIENT CARE GUIDELINES.
 

30 Subpart 1. Primary provider. The pharmacist who assumes
 

31 the responsibilities under this part must ensure that there is a
 

32 designated physician primarily responsible for the patient's
 

33 medical care and that there is a clear understanding between the
 

34 physician, licensed home care agency, if any, the patient, and
 

•
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1 the pharmacist of the responsibilities of each in the areas of 

2 the delivery of care and the monitoring of the patien~. 

3 Compliance with this subpart shall be documented in the 

4 patient's profile. 

Subp. 2. Patient training. The pharmacy must demonstrate 

6 o~ document the patient's training and competency in managing 

7 this type of therapy in the home environment. A pharmacist must 

8 be involved in the patient training process in any area that 

9 relates to drug compounding, labeling, storage, stability, or 

incompatibility. 

11 Subp. 3. Patient monitoring_ The pharmacist shall request 

12 access to clinical and laboratory data concerning each patient 

13 and, if the data is obtained, monitor each patient's response to 

14 drug therapy. Any unexpected or untoward response shall be 

reported to the prescribing physician. If the data is not 

16 obtained and the pharmacist is not doing the monitoring, the 

17 identity of the health care provider who has assumed the 

18 responsibility shall be documented in the patient's profile. 

19 6800.8008 QUALITY ASSURANCE. 

Subpart 1. QualIty control program. There must be a 

21 documented, ongoing quality control program that monitors 

22 personnel performance, equipment, and facilities. The end 

23 product must be examined on a sampling basis as determined by 

24 the pharmacist-in-charge to assure that it meets required 

specifications. 

26 Subp. 2. Hood certification. All laminar flow hoods must 

27 be inspected by a qualified individual for operational 

28 efficiency at least every 12 months. Appropriate records of the 

29 inspection must be main~ained. 

Subp. 3. Prefilters. Prefi1ters for the clean air source 

31 must be replaced on a regular basis and doc~rnented. 

32 Subp. 4. bulk compounding. If bulk compounding of 

33 parenteral solutions is performed using nonsteri1e chemicals, 

34 extensive end-product testing must be documented before release 

of the product from quarantine. The process must include 
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1 testing for sterility and pyrogens. 

2 Subp. S. Expiration dates. If the product is assigned an 

3 expiration date that exceeds seven days from its compounding 

4 date, there must be in-house data or data in the literature to 

assure the sterility and stability of the product when it is 

6 used by the patient. 

7 Subp. 6. Quality control audits. There must be 

8 documentation of quality assurance audits at r~gular, planned 

9 intervals. 

RADIOACTIVE DRUGS 

11 6800.8100 DEFINITIONS.
 

12 Subpart 1. Manufacturers of radiopharmaceuticals. Any
 

13 person, firm, or hospital compounding, mixing, deriving,
 

14 repackaging, or otherwise preparing a rQyioactive drug shall be
 

licensed as a manufacturer, unless the drug is prepared for use 

16 by: 

17 A. the medical facility to which the facility 

18 preparing the product is physically attached; or 

19 B. an individual patient when the drug is being 

dispensed on the order of a licensed practitioner. 

21 [For text of subp 2, see M.R.] 

22 Subp. 3. Radiopharmaceutical. A radiopharmaceutical is 

23 any substance defined as a drug in section 201 (9) (1) of the 

24 Federal Food, Drug, and Cosmetic Act that exhibits spontaneous 

disintegration of unstable nuclei with the emission of n~clear 

26 particles or protons and includes any nonradioactive reagent kit 

27 or nuclide generator which is intended to be used in the 

28 preparation of such substance, but does not include drugs such 

29 as carbon-containing compounds or potassium-containing salts 

that contain trace quantities of naturally occurring 

31 radionuclides. 

32 Subp. 4. Nuclear pharmacy practice. IINuclear pharmacy 

33 practice" refers to a patient-oriented pharmacy service that 

34 embodies the scientific knowledge and professional judgme~t 

required for the assurance of the safe and effective use of 
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1 radiopharmaceuticals and other drug~. 

2 6800.8200 SCOPE. 

3 Parts 6800.8100 to 6800.8700 are applicable to pharmacies 

4 and ma:- '~factllrers dealing with radiopharmaceuticals; provided, 

5 however, that parts 6800.0100 to 6800.5600 shall also be
 

6
 applicable to such pharmacies, unless specifically exempted by 

7 parts E800.8100 to 6800.8700 or are in direct conflic~ with 

8 th~m~ in which case parts 6800.8100 to 6800.8700 apply. 

9 6800.8300 MINIMUM STANDARDS. 

10 Proof of adequate space and equi~ment for storage, 

11 manipulation, manufacture, compounding, dispensing, safe 

12 handling, and disposal of radioactive material must be submitted 

13 to and approved by the board before a pharmacy license is issued 

14 by the board. 

15 Compliance with all laws and regulations of the U.S. 

16 Nuclear Regulatory Commission and other applicable federal and 

17 state agencies shall be deemed minimal compliance with this 

18 part. Further requirements, as the board in its opinion finds 

19 necessary and proper for health and safety in the production, 

20 compounding, dispensing, and use of radiopharmaceuticals, may be 

21 imposed as a condition of licensure. A pharmacy exclusively 

22 handling radioactive materials may be exempt from the building 

23 and equipment standards of parts 6800.0700, 6800.0800, 

24 6800.0910, 6800.0950, 6800.1050, and 6800.2150 if the board 

25 finds it is in the public interest. 

26 6800.8400 PHARY~CISTS HANDLING RADIOPHARMACEUTICALS. 

27 A pharmacist handling radiopharmaceuticals must be 

28 competent in the preparation, handl:ng, storage, receiving, 

29 dispens:ng, disposition, and pharmacology of 

30 radiopharmaceuticals. The pharmacist must have completed a 

31 nuclear pharmacy course and/or acquired experience in programs 

32 approved by the board. Education and experience in nonapproved 

33 programs may be accepted if, in the opinion of the boar~, the 

34 progr~ms provIde a level of competence substantially th~ same as 
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1 ~pproved programs. 

2 6800.8500 PHARMACIST-IN-CHARGE. 

3 A pharmacy handling radiopharmaceuticals shall not function 

4 without having a pharmacist who is competent in the preparation, 

5 handling, storage, receiving, dispensing, disposition, and
 

6
 pharmacology of radiopharmaceuticals in charge of the licensed 

7 premises. A qualified nuclear pharmacist shall be a currently 

8 licensed pharmacist in Minnesota and Either be certified as a 

9 nuclear pharmacist by the board of pharmaceutical specialties or 

10 meet the following standards: 

11 A. have received a minimum of 200 contact hours of 

12 instruction in nuclear pharmacy and the safe handling and use of 

13 radioactive materials from an accredited college of pharmacy, 

14 with emphasis in the following areas: 

15 (1) radiation physics and instrumentation: 

16 (2) radiation protection: 

17 (3) mathematics of radioactivity: 

18 (4) radiation biology: and 

19 (5) radiopharmaceutical chemistry: 

20 B. attain a minimum of 500 hours of clinical nuclear 

21 pharmacy training under the supervision of a qualified nuclear 

22 pharmacist: and 

23 c. submit an affidavit of experience and training to 

24 the Board of Pharmacy. 

25 Personnel performing tasks within the pharmacy shall be 

26 under the immediate and direct supervision of the pharmacist 

27 competent in handling radiopnarmaceutica1s. 

28 6800.8600 ACQUISITION, STORAGE, AND DISTRIBUTION OF
 

29 RADIOPHARMACEUTICALS.
 

30 Only radiopharmaceuticals which are approved by the U.S.
 

31 Food and Drug Administration or which are investigational drugs
 

32 having IND or NDA stat~s may be dispensed by a nuclear pharmacy.
 

33 Radioactive materials shall be kept locked and secure from
 

34 unauthorized personnel.
 

35 Radiopharmaceuticals shall not be transferred, distributed,
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~ or dispensed to any person or firm not licensed or authorized to 

2 receive or possess the drugs. 

3 6800.8700 RECORD KEEPING. 

4 A pharmacist handling radiopharmaceuticals shall maintain 

5 records of acquisition and disposition of radiopharmaceuticals 

6 for at least two years. 

7 In the case of investigational radiopharmaceuticals, the 

8 pharmacy records shall include an investigators protocol for the 

9 preparation of radiopharmaceuticals, a copy of the Human Use 

10 Committee approval r a copy of the approved patient consent form, 

11 and a letter from the "manufacturer-sponsor" indicating that the 

12 physician requesting the radiopharmaceutical is a qualified 

13 investigator. 

14 Additional records shall be maintained as required by 

15 statute or rule of any other state or federal agency. 

16 DISCIPLINARY PROCEEDINGS 

17 6800.9200 INITIATING PROCEEDINGS. 

18 Proceedings to revoke or suspend licenses may be initiated 

19 in one of two ways, except insofar as any order of suspension or 

20 revocation may be issued pursuant to a statute not requiring 

21 hearing: 

22 [For text of item A, see M.R.] 

23 B. by the board on its own motion, when its 

24 investigation discloses probable grounds for disciplinary 

25 action; the board president or director may act for the board in 

26 initiating proceedings under this part. 

27 6800.9700 SERVICE AND FILING 01:' PAPERS. 

28 Unless otherwise provided by law, all orders, notices, and 

29 other papers may be served by the director of the board by first 

30 class, certified, or registered mail addressed to the party at 

31 the last known post office address, or to the attorney of 

32 record. Papers required to be filed with the board may be 

33 mailed to the following address: 2700 University Avenue West 

34 '107, St. Paul, Minnesota 55114-1079. 
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1 WAIVERS AND VARIANCES 

2 6800.9900 VARIANCES. 

3 [For text of subps 1 to 5, see M.R.] 

4 Subp. 6. Research projects. Pharmacists desiring to 

5 participate in research or studies not presently allowed by or 

6 addressed by rules of the board may apply for approval of the 

7 projects through waivers or variances in accordance with 

8 subparts 1 to 4. 

9 DISPENSING AND DISTRIBUTION OF LEGEND MEDICAL GASES 

10 6800.9923 LABELING.
 

11 No person or distributor may sell or distribute any legend
 

12 medical gas product at retail without tl,e man..lfacturer' s intact
 

13 federally required labeling.
 

14 6800.9924 RECORDS.
 

15 A sale or distribution of legend medical gases bv
 

16 registered distributors of these items at retail must be limited
 

17 to the prescription or order of a licensed practitioner. The
 

18 orders or prescriptions must be maintained for at least two
 

19 years, must be filed by patient name or date, and must be
 

20 readily retrievable and available for inspection by the Board of
 

21 Pharmacy. The prescription must bear at least the patient's
 

22 name and address, date, name and quantity of legend medical gas
 

23 distributed, and name and address of the prescriber. Refills of
 

24 legend medical gases must be recorded and the record must be
 

25 maintained for at least two years.
 

26 DISPENSING BY PRACTITIONERS.
 

27 6800.9950 DISPENSING BY PRACTITIONERS.
 

28 Parts 6800.9951 to 6800.9954 apply to medical, dental,
 

29 veterinary, and other licensed practitioners engaged in
 

30 dispensing drugs and controlled substances.
 

31 6800.S~Sl DRUG STORAGE.
 

32 Practitioners engaged in dispensing drugs shall have a
 

33 separate locked drug storage area for the safe storage of drugs.
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~ Access to the drug supply shall be limited to persons who have 

2 legal authority to dispense and to those under their direct 

3 supervision. 

6800.9952 DISPENSING. 

5 Subpart 1. Who may dispense. A dispensing practitioner 

6 shall personally perform all dispensing functions described in 

7 part 6800.3100 that are required of a pharmacist when the 

8 dispensing is being done in a pharmacy. A practitioner may 

9 delegate functions that may be delegated to supportive personnel 

10 in accordance with part 6800.3850. 

11 Subp. 2. Written prescriptions required. A practitioner 

12 shall reduce all drug orders to a written prescription that 

13 shall be numbered and filed in an organized manner when 

14 dispensed. Patient chart records do not qualify as a 

15 prescription record. 

16 Subp. 3. Tight containers. Drugs dispensed shall be 

17 packaged in prescription containers meeting United States 

18 Pharmacopeia requirements for "tight" or "well closed" 

19 containers. 

20 Subp. 4. Child-resistant containers. Drugs dispensed 

21 shall be packaged in child-resistant containers as required by 

22 th~ federal Poison Prevention Packaging Act unl~s5 the patient 

23 specifically requests the use of non-child-resistan~ containers. 

24 Any such request must be made-~n-w~~t±ft9-b1-the-pat~e~t 

25 documented. 

26 Subp. 5. Controlled sUbs~~~~s. Controlled substance 

27 prescriptions shall be filed in accordance with federal and 

28 state laws relating to controlled substances. 

29 6800.9953 LABELING. 

30 Prescription containers, other than those dispensed in unit 

31 dose under part 6800.3750, shall be labeled in accordance with 

32 part 6800.3400. 

33 6bOO.99S4 RECORDS. 

A practit:oner engaged in dispt,. ..5ing drugs shall keep on 
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1 file at each location from which dispensing is taking place a 

2 tecord of drugs received, administered, dispensed, sold, or 

3 distributed. The records shall be readily retrievable, shall be 

4 maintained for at least two years, and shall include: 

5 A. a record or invoice of all drugs received for 

6 purposes of dispensing to patients; 

7 B. a prescription record of drugs dispensed, filed by 

8 prescription number or date, showing the patient's name and 

9 address, date of the prescription, name of the drug, strength of 

10 the drug, quantity dispensed, directions for use, signature of 

11 practitioner and, if it is a controlled substance, 

12 practitioner's Drug Enforcement Administration number; 

13 c. a record of refills recorded on the back of the 

14 prescriptions showing date of refill, quantity dispensed, and 

15 initials of dispenser; and 

16 D. the patient profile requirements of part 

17 6800.3110, if all data required by that part is not already 

18 included in the patient's chart. 

19 REPEALER. Minnesota Rules, parts 6800.4400, subpart 2; and 

20 6800.7400, subpart 6, are repealed. 
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Clause g: LIS~ ~HE NUMBER OF PERSON BAVING EACH TYPE OF LICENSE AND 
REGISTRATION ISSUED BY TRE BOARD AS OF JUHB 30. 1994 (IN HE YEAR 
OP THB REPOR~) 

TYPE OF LICENSE/REGISTRATION TOTAL NUMBER IN EFFECT 

Pharmacist 4,927 

Pharmacy 1,222 

Dr~g Wholesaler 503 

Drug Manufacturer 243 

Drug Researcher 81 

Pharmacist-Intern 553 

Medical Gas Distributors 28 
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Clause h: ADMINISTRATION OF EXAMINATIONS BY BOARD 

LOCATION 

Radisson University 

Sheraton Midway/Hotel 

Radisson Unblersity 

Radisson University 
UofM College of Phcy. 

Sheraton Midway/Hotel 

Sheraton Midway/Hotel 

Radisson University 

Radisson University 
UofH College of Phcy. 

Holiday Inn Metrodome 

Radisson University 

Radisson University 

Radisson University 
GofH College of Phcy. 

Radisson University 

Radisson University 

Hpls. convention Cntr 
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TYPES OF LICENSE/REGISTRATION 

Pharmacist/Reciprocity 

Pharmacist/Reciprocity 

Pharmacist/Examination 

Pharmacist/Examination 

Pharmacist/Reciprocity 

Pharmacist/Reciprocity 

Pharmacist/Examination 

Pharmacist/Examination 

Pharmacist/Reciprocity 

Pharmacist/Reciprocity 

Pharmacist/Examination 

Pharmacist/Examination 

Pharmacist/Reciprocity 

Pharmacist/Reciprocity 

Pharmacist/Examination 

Pharmacist/Examination 

DATES TYPE OF EXAM 

10/13/92 Written/Oral 

1/26/93 Written/Oral 

1/26/93 Written 

1/27/93 Written 
Practical 

4/13/93 Written/Oral 

6/22/93 Written/Oral 

6/22/93 Written
 

6/23/93 Written
 
Practical 

10/12/93 written/Oral 

1/25/94 Written/Oral 

1/25/94 Written 

1/26/94 Written 
Practical 

4/19/94 Written/Oral 

6/28/94 Written/Oral 

6/28/94 Written 

6/29/94 Written 
Practical 
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Clauses i, i, k: MINNESOTA RESIDENTS BY TYPE OF LICENSE/REGISTRAtION 

Type of License/Registration: ~haraacist 

FY 93 
Age Group Male Female Total 

18 - 25 23 Passed 32 Passed 55 Passed 
1 Failed 1 Failed 2 Failed 

26 - 34 12 Passed 15 Passed 27 Passed 
4 Failed 1 Failed 5 Failed 

35 - 59 1 Passed 4 Passed 5 Passed 
1 Failed 0 Failed 1 Failed 

FY 94 
Age Group Male Female Total 

18 - 25 7 Passed 37 Passed 44 Passed 
1 Failed 1 Failed 2 Failed 

26 - 34 6 Passed 19 Passed 25 Passed 
1 Failed 2 Failed 3 Failed 

35 - 59 0 Passed 4 Passed 4 Passed 
0 Failed 0 Failed 0 Failed 

FY 93 & 94 
Age Group Male Female Total 

18 - 25 30 Passed 69 Passed 99 Passed 
2 Failed 2 Failed 4 Failed 

26 - 34 18 Passed 34 Passed 52 Passed 
5 Failed 3 Failed 8 Failed 

35 - 59 1 Passed 8 Passed 9 Passed 
1 Failed 0 Failed 1 Failed 
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~lIYI" i, j, k: 1mB-HI_SOD USIPIlft'l U TYPI or LICINSI/UOIURATIOI 

Type of LiceD.e/Regi.~r.tioDI Ph.~ci.t 

FY 93 
Age Group Male Female Total 

18 - 25 11 Pas"ed 27 Pa.,ed 38 Passed 
5 Failed 6 Failed 11 Failed 

26 - 34 15 Pal••d 33 Pa••ed 48 Passed 
13 Failed 9 Failed 22 Failed 

35 - 59 19 Pal.ed 10 Palled 29 Passed 
10 Failed 5 Failed 15 Failed 

FY 94 
Age Group Mal. Female Total 

1S - 25 21 Palled 25 Palsed 46 Passed 
4 Failed 6 Failed 10 Failed 

26 - 34 17 Passed 37 Pasled 54 Passed 
5 Failed 6 Failed 11 Failed 

35 - 59 23 Passed 13 Passed 36 Passed 
11 Failed 2 Failed 13 Failed 

FY 93 & 94 
Age Group Male Female Total 

18 - 25 32 Passed 52 Passed 84 Passed 
9 Failed 12 Failed 21 Failed 

26 - 34 32 Passed 70 Passed 102 Passed 
18 Failed 15 Failed 33 Failed 

35 - 59 42 Passed 23 Passed 65 Passed 
21 Failed 7 Failed 28 Failed 
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Total number of non-res :_dents by at.ate 

FY 93: 
MALE FEMALE TOTAL 

STATE PASSED FAILED PASSED FAILED PASSED FAILED 

AL 0 0 1 0 1 0 
AR 0 0 1 0 1 0 
CA 1 1 0 0 1 1 
CO 1 0 0 1 1 1 
CT 0 0 1 1 1 1 
FL 0 1 0 0 0 1 
IL 1 2 0 4 1 6 
IN 2 0 2 0 4 0 
IA 2 1 8 0 10 1 
KS 0 0 0 1 0 1 
KY 0 2 0 0 0 2 
LA 2 1 0 0 2 1 
MA 2 0 0 0 2 0 
KI 1 1 0 0 1 1 
KS 0 0 1 0 1 0 
KO 2 0 1 1 3 1 
KT 0 2 1 1 1 3 
HE 1 0 5 3 6 3 
NV 0 1 0 0 0 1 
NJ 0 1 0 0 0 l 
NK 1 0 0 0 1 0 
NY 1 1 0 2 1 3 
NC 0 2 0 1 0 :3 
ND 17 2 25 0 42 2 
08 1 0 ,t 1 2 1 
OK 0 2 1 0 1 2 
PA 0 0 2 1 2 1 
RI 1 0 2 0 3 0 
SC 0 0 1 0 1 0 
SO 6 2 6 1 12 3 
TX 1 0 0 1 1 1 
UT 0 1 1 0 1 1 
WA 0 0 1 0 1 0 
WI 1 2 7 0 8 2 
Foreign 1 3 2 1 3 4 
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FI 94: 
MALE FEMALE TOTAL 

STATE PASSED FAILED PASSED FAILED PASSED FAILED 

AL 0 0 2 1 2 1 
AZ 1 3 0 0 1 3 
AR 0 0 1 0 1 0 
CA 2 0 1 0 3 0 
CO 0 0 2 0 2 0 
CT 0 1 0 0 0 1 
DE 0 0 0 1 0 1 
FL 1 0 1 0 2 0 
GA 0 0 2 0 2 0 
IL 1 1 2 1 3 2 
IN 1 0 2 1 3 1 
IA 5 5 13 2 18 7 
KS 0 0 1 0 1 0 
MA 0 0 2 0 2 0 
HI 1 0 1 0 2 0 
MO 0 0 3 0 3 0 
MT 2 0 1 0 3 0 
NE 3 0 5 1 8 1 
NJ 0 1 0 0 0 1 
NM 0 0 0 1 0 1 
NY 0 0 1 1 1 1 
Ne c 1 1 0 1 1 
NO 15 1 6 4 21 5 
OH 0 0 1 0 1 0 
OR 1 1 1 0 2 1 
PA 1 1 0 0 1 1 
SO 10 1 16 0 26 1 
UT 2 0 1 0 3 0 
WA 3 0 1 0 4 0 
wv 1 0 1 0 2 0 
WI 5 1 6 0 11 1 
WY 0 0 1 0 1 0 
Foreign 6 2 0 1 6 3 
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FY 93 & 94: 
MALE FEMALE TOTAL 

STATE PASSED FAILED PASSED FAILED PASSED FAILED 

AL 0 0 3 1 3 1 
AZ 1 3 0 0 1 3 
AR 0 0 2 0 2 0 
CA 3 1 1 0 4 1 
CO 1 0 2 1 3 1 
CT 0 1 1 1 1 2 
DE 0 0 0 1 0 1 
FL 1 1 1 0 2 1 
GA 0 0 2 0 2 0 
IL 2 3 2 5 4 S 
IN 3 0 4 1 7 1 
IA 7 6 21 2 28 8 
KS 0 1 1 0 1 1 
KY 0 2 0 0 0 2 
LA 2 1 0 0 2 1 
KA 2 0 2 0 4 0 
KI 2 1 1 0 3 1 
KS 0 0 1 0 1 0 
KO 2 0 4 1 6 1 
KT 2 2 2 1 4 3 
NE 4 0 10 4 14 4 
NV 0 1 0 0 0 1 
NJ 0 1 0 0 0 1 
NK 1 0 0 1 1 1 
NY 1 1 1 3 1 4 
NC 0 3 1 1 1 4 
NO 32 3 31 4 63 7 
08 1 0 2 1 3 1 
OK 0 2 1 0 1 2 
OR 1 1 1 0 2 1 
PA 1 1 2 1 3 2 
RI 1 0 0 1 0 1 
BC 0 0 1 0 1 0 
SO 16 3 22 1 38 4 
TX 1 0 0 1 1 1 
UT 2 1 2 0 4 1 
WA 3 0 2 0 5 0 
WV 1 0 1 0 2 0 
WI 6 3 13 0 19 3 
WY 0 0 1 0 :\ 0 
Foreign 7 5 2 2 9 7 
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Clause 1: THE NUMBER OF PERSONS NOT TAhING EXAMINAtIONS WHO WERE LICENSED 
OR REGISTERED BY THE BOARD OR WHO WERE DENIED LICENSING OR REGISTRATION WITH THE 
BEASONS FOR THE LICENSI~G OR REGISTRATION OR DENIAL THEREOF. 

Total number of persons DQt taking exams and granted licenses or registration: 

FY 93 z None 
FY 94 • None 

FY 93 & 94 • None 

Total number of persons not taking exams and denied licenses or registration: 

FY 93 z None 
FY 94 = None 

FY 93 & 94 None 
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Clause m: PERSONS 'OREVIOUSLY LICENSED OR REGISTERED BY THB BOARD WHOSE LICENSES 
OR REGISTRATIONS \-....BI REVOKED, SUSPEBDED OR OTHERWISE ALTERED IN STATUS, WITH 
BRIEF STATEMENTS OF THE REASONS FOR TlB REVOCATION, SUSPENSION OR ALTERATIONS. 

FY 93 FY 94 FY 93 & 94 

TOTAL number of revocations 
TOTAL number of suspensions 
TOTAL number of other status changes 

Type of license or registration: All cases 

TYPE OF STATUS CHANGE 

REVOKED SUSPENDED OTHER (SPECIFY) 

177 

1 9 

1 

1 Suspension-'Stayed 

1 Probation 

1 Probation 

9 Probation 

1 Probation 

1 Probation 

1 Probation 

108 70 178 
5 5 10 

35 

involved pharmacists. 

REASON FOR CHANGE 

Non-payment of Fees 

Chemical Dependency 

Probation Violation 

Chemical Dependency 

Unprofessional Conduct/ 
Poor Recordkeeping 

Unprofessional Conduct 

Chemical Dependency 

Allowing Unauthorized 
Practitioner 

Practicing Deficiency 

Theft 
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2 Off Suspension Violation of Probation 

4 Off Suspension Chemical Dependency 

1 Off Suspension Unprofessional Conduct/ 
ponr Recordkeeping 

10 Off Probation Chemical Dependency 

1 Off Probation Recordkeeping 

1 Off Probation Theft of Controlled 
Substances
 

1 Off Probation Unauthorized Refills
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Clause n: LIST THE NUMBER or COMPLAINTS AND OTHER COMMUNICATIONS RECEIVED BY THE 
EXECUTIVE DIRECTOR, EACH BOARD MEMBER, EMPLOYEE OR OTHER PERSON PERFORMING 
SERVICES FOR THE BOARD 

That allege or imply a violation of a statute or rule which the Board is 
empowered to enforce. These totals include cases referred to the attorney 
general's staff who are a~signed to assist your board. 

FY 93 FY 94 

Written 75 65 

Oral 

Which are forwarded to other agencies as required by M.S. 214.10. 

FY 93 FY 94 

Written 1 2 

Oral 12 14 

Please indicate the number of complaints referred to each other governmental 
agency (federal, state and local) in each fiscal year: 

FY 93 FY 94 

Medical Board 13 14 

Nursing Board o 2 
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~lause 0: SUMMARIZE, BY SPECIFIC CATEGORY, THE SUBSTANCE OF THE COMPLAINTS AND 
COMMUNICATIONS RJFERRED TO IN CLAUSS CN) OF M.S. 214.07 AND, FOR EACH SPECIFI~ 

CATEGORY, TBI RESPONSES OR DISPOSITIONS tHEREOF PURSUANT TO M.S. 214.10 AND 
214.11 (INDICATE AUTHORITY/CITATIONS FOR DISPOSITION).
 

SUMMARY OF COMPLAINTS AND COMMUNICATIONS.
 

61 Prescription errors all complaints investigated, no disciplinary action taken.
 
All pharmacists were subject to educational sessions as per 214.10. 

6 Unprofessional Conduct 

4 Pricing Issues 

7 Labeling errors 

2 Billing errors 

2 Chemical Dependency 

3 Outdated Drugs 

8 Unauthorized Refills 

2 Improper Use of Supportive Personnel 

7 Fraud 

1 Pharmacy Closed 

8 Using Generic without Patient Approval 

4 privacy Issue 

1 Patient Waited too Long 

1 Physician Dispensing 

3 Failure to Counsel 

1 Refusal to Give Copies 

2 PDMA Violation 

3 Kickback 

1 Licensing Problem 

2 Refuse to Accept New Patient 

1 Insurance Problems 

1 PA Prescribing 
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Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 

Dismissed (214.10) 
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Clause p: STATE ANY OTHER OBJECTIVE INFORMATION WHICH TIll r "lARD MEMBERS BELIEVE 
WILL 81 USEFUL IN REVIEWING BOARD ACTIVITIES. 

Many warninq letters (over 100) were written and several formal disciplinary 
actions took place as a result of inspections by our staff. 

1. An informal, but yet effective, sharing of information is in effect between 
the health licensing boards. With all health licensing boards located in the 
same building, communication is continually on-going. 

2. Minnesota Board of Pharmacy participates in a national disciplinary clearing 
house mediated through the National Association of Boards of Pharmacy. 
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Item q: FOR ALL HEALTH RELATED BOARDS« EXCEPT THE BOARD or YETERIIIMY MEDICIIII « 
PER M. S. 1985 SUPPLEMENT« SECTION 214. 10« SUBD. 8 (,) ; PROyIDI A S1JMIMY or IACII 
INDIVIDUAL CASI!: (COMPLAINT OR OTIID COMMUNICATION) ;U% IIIVOLDP rolSINa SIJUAL 
CONTACT or A LICENSEE WITH A PATIIJIT OR CLIpn: 

None. 
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